PASPEIEEHVEE
Ha BBOI B rpaxkianckuit 060pot B Poceuiickoll Oeflepanun cepiy WK HapTHY
IpousBeeHoro B Poccutickol Oexepanyu niy BBo3uMoro B Poccuiickyro ®egepanuio

UMMYHOOHOJIOTUYECKOT O JIEKAPCTRBEHHOrO TIpenapaTa
oT 26.05.2023 Ne 011134/23

Brinano AxnumorepHoMy ofmecTsy "Hay4HO-IIpOM3BOJCTBEHHOE OOLEIUHEHHE ITO
MEIAMUMHCKEM HMMyHOOMOZOrHYecKHM Upenaparam "Mukporen”, Poccus, 115088,
r. Mocksa, yi. 1-5 [ly6posexas, 1. 15, ctp. 2, UHH: 7722422237.
{(HaHMEHOBaHNE OPHINIECKOTO UL, IopHandeckul anpec, IHH)
Depepanbuas cayxba no Hag3opy B cfepe 3ApaBOOXpaHEHUS HAa OCHOBAHHUM
SAKJIOYCHHS  HCIBITATEABHOIO  LEHTPa  OKCHOEPTH3bl  KayecTBa  MCHUUBMHCKHX
UMMYHOOHONIOTHYECKUX TIpenapaTtoB  (MefepalnbiHoro TOCYAapPCTBEHHOIO GHOIMKETHOIO
yapexaerus "HayuHerd UEHTp SKCHEPTH3L! CPENCTB MEAMLMHCKOIO IPUMCHEHMs"
MunmcTepcTa 31papooxpanenus Poccuiickolt Gefepanun
{"awmveHoBanue GEIePATLHOIO IOCYADCTBEHHOTO SIOMKETHOTO YUPEKIEHNUS)
or 24.05.2023 Ne 475/HIIDCMII pasperuaer BBOA B rpaskaaHCKuii oGopor
{zara) (sHOMED)
B Poccuiickoit ®esepanuu uMMYyHOGHONIOr MY eCKOT0 JeKAPCTBEHHOI0 OPENapaTa
Baxunua xopesasd Ky IsTypajlbHasd XKuBas
(TOpTOBOE HAMMEHOBaHNE)
Baxuysa and NpoQrIakTHKY KOpU
(MC)KII}’H&QOIIHO(Z HENATCHTOBAHHOE HAUMEHOBAHUE I'PYTIITIHPOBOYHOS MIIH XHMH‘I(:‘CKOE)
nroQUIN3aT Al IPHTOTOBIIEHYS PacTBOPa ISl TOIKOKHOTO BRegenus 0.5 Mi1/go3a
(1 nosa) - ammy:st (10 mT.) - MAYKHM KAPTOHHEIE - I Te4e6HO-IPODUIAKTHIECKIX

YYpeKACHUN '
{(bopMa BBITYCKA ¢ yKa3aHWEM JIEKapCTBEHHON (OpMBL, AO3HPOBKH, (PACOBKH ¥ KOTUYECTRO B YTIAKOBKE)
cepun  M24923 , 00BbeMm cepuu uiau maprau 2970 )
{rOMep cepun) {xonuuecTso YHakoBoK)

rojen go  02.2025 s
{cpox ronHoCTH)
npoH3BOACTBa AKUUOHEPHOro obmecTa "HayuHo-11poussoacTBEHHOE 0OBEIUHCHUE 110
MCIMANMHCKAM  MMMyHOOMONOrHYecKMM  npenapatam  "Muxporer” (AO "HIIO
"Muxpores"), Pocems, 115088, r. Mockea, y1. 1-1 [ly6posckas, a. 15, cip. 2
(mpoussoauTent (roTosoit JI®), mepRuuHAT yNaKkoBKa, BTOPHYHAL YIIAKOBKA), crp. 1
(BEITTy CKAOLIWH KOHTPO/IL KAYeCTBa).

(naumesoBanye ¥ aIpeC IPOM3BOANTENR ¢ YKa3aHheM CTANUH IPOU3BOJCTEA)
Perncrpaunonnoe ynocrosepenue Ne JITT-Ne(001169)-(PT-RU) o1 30.08.2022.
HAepskaTens PerHCTPANMOHHOIO YAOCTOBEpeHHsi AKIMOHEPHOE OOMECCTBO "HayuHo-
IPOU3BO/ICTBEHHOE OOBEIUHEHNE IO MEAUIMHCKHM HMMYHOOHOIOTHIECKUM IpEnapaTaM
"Muxporer” (AO "HIIO "Muxporen"), Poccus, 115088, r. Mockea, yi. 1-1 JyGposckas
.15, crp. 2.
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Axustonepuoe ofluecTao

«Haquﬂponwommemme O0bEAHNEHYEE 1O METHLKHCKEM S‘IMM)’HGG':IO.’XOFH‘ICCKH& npenapataM

Toprosoe naumeronarue ATl

,’\’mx;zlyﬁapamxoe HETATCHTOBAHHOL, MK Ipy-
NHPOBOYHOC, KK XUMHUECKOS HANMEHOBAKHE

Jlexapcrseunan dopma

PerncTpaunosnoe yI0cTOBEpERIE
Jlara rocyzaperseunoil perncTpansy
Hara srecenus u3menenuil B perucTpaLuonHOE

«Mukporsiy

Adpec mecTa OCYLISCTECH NS JHUCHIHPYCMOT) BUIUA ACATSALHOCTH: ) o

Poccus, 115088, . Mocxsa, yn. 1-a QyGposcxas, 815, crp.2 . ,
DACHOPT Ne 586 o1 11042023 1 .

Barunna Kopesan KyApTYPaTLHAs KuBas

Bakuuna ans DpoPUAaKTIK KOPH

Jlnoduaaar o4 NPUTOTORNEHUA PACTEOPA 1A NOAKOKHOTD BREACHHS,

0,5 ma/nosa
JI-0e(001169)-(PT-RUD

vaecrosepeane JHT (rara 3amens! peructpaun- -

ounoro Ji1)
Howmep cepus
KonuvecTso, e, uimMepenns

36.08.2022 Jlarta seinycka 0323
Tonen fo
02723
24923
2970 YAGKOBOK

Henarranus nposegesst 0o HI TN (001 169)-(PT-RU-300822

Tpelosanns o HI JIT-Ne (001 169-(PF-

{Torasarenn RUY-300872 Pe3yabTaTs! KOHTpOAS
Jlnodmminar - 0aHOPOAHAA TOPHCTAN MaACCH
Jlnedunnsar - ORNOPOLHAS CPHCTRY MELCE CHETHO-POIOBOTO LBETR, THIPOTKOMIIHA
Oruca: CECTA0-PO3OBOIO UBETE, MHIPOCKOITHNHA CooTBeTCTRYET
TIHCAHHE

BoccranosnenHell npenapar - npo3padHan
FHHAKOCTE PUIOBOID UBSTA

BoceTanomieitpii npenapar - npopavkag
JKHAKOCTH PO30BOro LueTa
CooisercTnyer

floannnnocTs

Homren conepxaTs BUPYC KopH

Coaepiut BupyC Kopy
CoorBeTCTRYET

Bpema pacrsopesus

Honen pacTROPATRCH B TeHEHHE 3 MUH IIDH
BHECCHUH & aMITyny 0,3 MIT BOJLL LAK HHBLEK-
il g no3y

PacTBOpSeTCA B TeYCHHE MEHRC 3 MuH npu
pHecesHn B amnyny 0,5 Mn BOIL 20K HHBEK-
1K 158 Koy
CooTBeTeTByeT

Mexaimyecxie

Homxey co0TBETCTB0RAT: TPebOBARIAM (DX
ONPEACICHY Y BHANMLIX HUCTHLL
He Sonee 23 Mexanuueckix srsiouenil s 5

He Sonee 23 MOXAHAYECKUX BRIIOUEHHH B §
amnysax neppofi spifopxu

BRIDUEHNE aMiynax nepsoft sumbopxu i ve Sonee 52 me- CoOOTRETCTRYCT
Xaunuecknx sxmouenni 5 10 ammynax uep- 4
800 1 3Topol pidoprax cymmapiio,
" 7.8
pH pacTsopy Or 7,3 08,0 Comsc%c‘mv -
11 o DTl Y . ctre ol
OTCPS B MACCE NPH BLICYILH- - 0
S P ’ He Sonee 2,0 % -
sami, Yo CooTsercrayer
; . ~ o He couepunt Saxrepsit nrpubos
C CYEpHITLHOCTS He gomsen conepuars Sakrepnit 1 rpubon aep C\oome'rcriwe'r e
LA TCier b : Heroxcuney
AHOMBIBHAA TORCHWHOCTE Hosscen Guito HeToKCHYHBIN CooraercTayer

Crieundiueckas akKTHBHOCTE,
TILAS30/0,5 mn

fIpunusounas xo3a saxuuust (0,5 Ma) aomkna
conepaats He Meiee 1 000 Tranesnx uuro-
ngrorenusix 403 (TS0 supyca xopu (ue
stenee 3.01e TLIS0/0.S ma)

46770 {4,67)
Coorsercrayver

Borsui coisoporoussil aanby-

He Gonee 50 ur 8 o0 IpHEHBOUHOR no3¢

menee 1,2

TOCIE Iporpesania He 5o1ee, Men Hi OnMH 1

i Mg, Hr/pose BAKIHbI Cooterctayer

H Homrer Guts tepyoctabitpupin, Honvera-
TeprocTaBunbHOCT STCH CHIDKCHME Cpeaned m:ome’rpwwmcoﬁ Tepmovrauiey
BENMMUHE! THTDA BHPYCE B 00painay sakiui CooTsercTayer

ba RYSPHAARHLIC 2HACTOKCHHS,

Menee 20 EBNaa

menee 5,0

ED/ma CootBereTnyer
' Bakuiuy spnyekaor 00 1 a2 aose 8 am- | Baxuuua no | 303¢ p aMpyae BMECTAMOCTED
 YVnakosga NyHe BMECTHMOCTLIG | Ma M3 cTexsa 1-1o ! Ml 13 CTeRnE 1-r0 THAPOSINTAYCCKOTD
i ROBKE

FHADORNTH™ECKOIO kaacca no [SO 9187 wn
TV 9462-001-84299122-2010 uan TV 9462-

saacca no TY 9462-001-84299122-2010.
Ha amnysie HaKaeoHa STHKETKE CAMOKIIEA A~
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HACHOPT %2 586 om 11.04.26232, ‘ i R
Topeosoe naumenveanue T Baryund Kopestg Kb puLisRas Jciaax B

Hosep cepun AM24823 :
Koaudvemea, ¢4, usepednn 2970 FRAKDGOK

001-53508805-2006.

Ha xesxayro aMIyny HARNSHBAIOT STUKETKY
camoraeniyiocs («Fasson»® npoussoncTss
«AveryDennisony stny UPMRatlatac win
ARANOTHYHYIO) WIH TEKCT HAROCHT HENOCHe A~
CTRCHHO HA aMnyliy MeToaoM xanncerpyliuolf
eMaTH ARy fnexcorpadu.

10 aMnys ¢ BagUMHON NOMELIEIOT & RANKY 13
xaprosa xpom-sp3an{Ty 5453-010-
047663542006 wnn TOCT 33781-2016 wmm
AHAROTYHHOTG). B nauxy © BaxiMHOR sra-
ZBIBROT VMHCTPYRUMIO DO NMPHMEHSHIO i
BRAAZLILY ¢ HOMEPOM YIIIALHIKS,
Bosmoxsa KOMIIGKTAIMA PACTROPHTENEM —
Bonoit ang udbexnuit,

'Ipn BRINYCKS BAKHHEE B KOMIIIEKTE ¢ pac-
TBOPHTEAEM:

Komsnext Nel:

10 amutya ¢ sasknipoll 1 2032 NOMEWEOT B
navKy #3 KapToHa Xpom-apsan {TY 5453-010-
04766354-2006 wzs TOCT 33781-2016 unu
AHANOTHYHOS), B navky ¢ BAKUMHOH BK1a-
AnisaioT MECTPY KGO 10 NpnMenenio 1
BRAQABIL ¢ HOMEPOM YKnandika. Pacrsopu-
Tens {Boaa ana uusexui (JICP-007006/08)
10 avmyn 110 1 M ¢ smerpyRses no npume-
HEHUIO, HOKOM EMITYALHBIN HAH CRApHGHKa-
TODOM AMITYNLHHIM NOMCIZAIOT B BaMKy Win
KOPOOKY M3 kapToHa. JONONHHTENLHO B mav-
KY NOMCIUAIOT BRAGALILL C NRYHLIM HOMEPOM
YRaauKa. Tipw yTIakoBKE apitys, HMEIOuX
KONALUO HINOME WIH TOUKY JULS BCKDLITHSA,
HOM aMuyitsHbil Wi crapuduKaToD aMnytb-
ublll e BxnagntBAOT,

Kounaerr Ne2:

10 amnys ¢ BaxuURRON 2 1036 HOMELIAIOT §
DauRy u3 xaprona xpom-apzaly (TY 5453-010-
04766354-2006 wiu MOCT 33781-2016 ww
auaror H‘!HOIO). B Hauy ¢ B&KIH{HQE BRAaa-
LLIBAIOT MIECTPYKUMG 10 BPHMENSHINO H
BIUTAABILL C HOMEPOM YRiaauuxa, Pacrsopu-
tens (Boga ans unveripnii (JICP-007006/08)
10 aMnys 1o 1 M ¢ waCTPYKIHel no npume-
HCHHIO, HOWOM aMOYALILIM WAY CRapubHKa-
TOPOM AMHY/ILHIM [TOMEILAINT B HA8KY UIH
KOpOGKy 3 KapToHA, HONONHUTERLHO B Ny~
Xy NOMELIBIOT BRI ¢ TUYHRIM HOMEDOM
yinaauuxa. [Ipn yRakoske aMnya; HMCOWHY
KOTBUO H3AOMA HIK TOMKY L1 BOKPRITAN,
HOM aMITYALHBH WM CRADUGUKATOD aMIy b~
BpTH HG BRIAABBRIOT.

Baguusa o pacTBOPUTEN s YIAKOEBBAIOTCS B
PESH™ILHBLIE FIAYKH.

ACA. i
KomraekTHOCTD B TIAUKE COOTBETCTEYOT

Mapruposxa

13 Tlepnrynan ynaxoska. Ha s1sixerke AMITY B
YK22LIBRI0T: HAHMEHOBANKE NPEANDHATHS-
pOK3BOLMTENH, COKPALIEHHOS HA3BAKME APE-
napata (Banuyusa KOpesas), KOAKHHSCTEO a03,
AO3HPOBKY, HOMEp cepik (OyxBenno-
uugiposce oBo3RaNEANE), AATY BEINYCKE, CpoK
rofaoeTs {(10).

Ha aMnyse YKashiBaIoTICOKPAILEHHGE Ha3Ra-

1) Nepanunan ynaxosxa. Ha arukerke aurny-
7B YKA3EHO! HANMEHOBAHME NPEANPHATHA
upowssonaTens ~ AQ "HIIO "Mnxporex",

COKpAWICHHOS HasBaHnRe: npenapata - Bakuu-
Ha KOpeBas, XOAHYeCTs0 203 - 1 2034, [o3u-
poska - 0,5 Ma/nosa, HoMep cepuy (Gyxseu-

Ho-1ndiposoe o8o3xaverney = M24923, nara

Bainyexal3 23, epok Tojpocy = 5o 02 25

Crpanua2 uz 3




Tapevsor sausenosanye S
Hansep cepun
Keaanecnss, e0. daaepeuun

TTACTIONT X 586 v §1.04.2823e,

H2923
291

BUKZ{UH(} ROPEGUR KYAWNYPUshiiQn Maeun

QT IERT

uue npenapara (BAKUHHA KOPEBASD,
koyecTso no3 {«171», «2]10n), somep cepuu
{Oyxsenuo-wndposoe obosnauenne), HaTy
BEIIVCKR, CPOK ronuocTH (10).

2} Bropuunas ynakoska. Ha nauxe yrassina-
0TI HA3RANKE HPEANPUITHS-RPOHIBOLHTEN,
anpee, 'FGJ}C@Q%%M, TOB{}})HMF{ 3HAK, IOAHOC
Hazpalne NpenapaTa, IpyRIHpOBONHoe
RA3BHAE, NEKAPCTBEHHYIO DOpPMY, S031pOB-
&Y, HRQGOPMALIRY O COCTABE, HOMED CEpiM
{Oyssenuso-widposoe obosnauenne), narty
SLIMYCKE, CPOK MOAHOCTYH, RONHUECTEO aMITYR
B HAYKE, XKOHUWHLCTRD 203 B aMITYR, YOAOoBUH
OTHYCKA, YOI0BHA Xpanenis, cnocol npiue-
Hewun {«Cnocod npumenenss ~ cM.
HacTpyrimon), npeaynpeanTesine Hai-
o «CTepuinsioy, « XpaHUTh B HEAOCTYTIHOM
AN peTell MeCTCy, HOMED PCrdCTPAUHOHHOD
YAOCTOBEPEHIN,, WTPHX-KOH, KOHUTPOUbLHbI]
{uaenTnduranonusil) suar (KU3)*
(Ipryrevanie
*Konrponuusit (HaesTudnraupouini) 31ax
Syner HAHOCHTLCR NOCAT BHOAPEHUS MAPKH-
posku KH3 ga nposssoactoeiol nrowanxe.

2} Bropuunan ynaxosxa: He nauxe ykasano:
HAIBAHHE TIPCEIPHATAS-RPOHIBOAUTENS —
AD «HITO «Muxporens; dapéc— Poceus,
115088, r. Mocksa, ya. |-n yGposcka, 2

13, c1p, 2, Tesedionsl — o, (495) 710-37-87,

(493) 674-55-80, ToBapublil 3HEK, NONHOE
Ha3Baiue npenapata — Bakiwiva xopesas
KYI5TYPaIbHAR JHBAS, IPYNTIMPOROUHOE
Ha3BaMIe — BakuMAg Ans ApodHIaKTUKY

KOpu, AeKapeTseHtan HopMa — NHOPHANIAT

U1 (IPHIOTOBNEHIA PACTIOPA LA MOAKOK-
HOTO BBGACHNA, Ao3nposka ~ 0,5 Ma/nosa,

HAGOPMALMSE O CocTase, Homep cepuy (Byk-

BeHHO-LGPpoRoe obo3Mayenye) ~ V24923,

Aara sputycka ~ 03 23, cpox rogmocTy — o-
neH 1o 02 23, KoAMMECTBO aMITy)l B nauxe,
KORNYECTBO 203 B amnysne — 10 amnaysi no |

fose, yonosus otmycka — s neuelno-
POth MNERTHYCCKUX YYpeX AU, yenosus

xpaHeHis ~ XpaHuTs NPy TeMuepaType ot 2

a0 8 °C, cnocol npumenenus: Cnocob npu-
uenenua — o, MucTpyxuumo, apeayapean-
TENLRLIC HANTUCH! CTepmmm, Xpamm, B

HEAOCTYHHOM A AETCH MECTE, HOMEp pery-

CTPALMOHHOrS Yaocropepenua — Jifl-

Ne(001169)-(PT-RU), wrpux-xoa, Kofi-

Tpoabasif (MAeHTHGIRAUHROHHEIE) 3HAR
{KH3).

Tpancnoprisposanue

Uipu vemueparype o1 2 10 8 °C

| Xpaneune

Ulpu remueparype or 2 1o 8 °C

Cpox ronxocty

2 rona

10.03,2023
28.02.2025

Hata soinycka
Tonen 1o

SaxamoueHue:

Baxwuna xopepus KyAbTYPLALHAR HUGAK, NHOGUANIAT Ang IPHTOTOBNEHHA PACTEOPA IR TIOAKONKHOTO BBCAC-

Hux cepuyt No M24923 coorsercrayer tpeSosannan ML TN (001 169)-(PF-RU)-306822

Hera sbigauy nacaopTa «

JamecTurens AUPEKTOpE N0 Ka4eCTRY

Hybponekas O.A.
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